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DETAILED ACTION 

Applicant's amendnnents filed August 4, 2008 have been entered. 
Claims 23-30, 39-40, 43-49 are pending. 

The outstanding rejection under 35 USC 103(a) is withdrawn in view of the 
recitation of at least 40% of polyalkylene glycol being employed in the instant method. 
New ground of rejection is set forth below: 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of tlie invention, and of tlie manner and process of 
mailing and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 23-30, 39-40, 43-45 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The limitation "the composition 
does not contain benzyl alcohol" recited in claims 47-49 is not supported by the 
originally filed specification and claims. There is no indication in the originally filed 
specification or claims that only benzyl alcohol is excluded from the composition. 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 47-49 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shulman (US Patent 4,599,354) and Edwards (US Patent 4,369,769) as applied to 
claims 22-29, 38, 39, and 44, and further in view of Potter, for the same reason of 
record. 

Shulman and Edwards suggest a method of treating spinal cord injury with a 
PEG containing composition for pain. It is noted that the compositions of Shulman and 
Edwards do not contain benzyl alcohol. 

Shulman and Edwards fail to teach the use of 4-aminopyridine in the method of 
treating spinal cord injury. 

Potter et al. teaches the use of 4-aminopyridine to treat spinal cord injury (See 

#533). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to employ 4-aminopyridine along with the method suggested by 
Shulman and Edwards for treating spinal cord injury. 

One of ordinary skill in the art would have been motivated to 4-aminopyridine 
along with the method suggested by Shulman and Edwards for treating spinal cord 
injury. 4-aminopyridine is known to be useful as treatment for spinal cord injury. The 
polyethylene glycol containing formulation in Shulman is also known to treat spinal cord 
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injury by reducing pain. Employing tliem concomitantly for treating the very same 
condition, spinal cord injuries, would be obvious {In re Kerkhoven 205 USPQ 1069). 

Response to Arguments 

Applicant's arguments filed August 4, 2008 averring the presence of the 
unexpected benefits have been fully considered but they are not persuasive. The 
examiner notes that it is applicant's burden to demonstrate unexpected results over the 
prior art. See MPEP 716.02, also 716.02 (a) - (g). Furthermore, the unexpected results 
should be demonstrated with evidence that the differences in results are in fact 
unexpected and unobvious and of both statistical and practical significance. Ex parte 
Gelles, 22 USPQ2d 1318, 1319 (Bd. Pat. App. & Inter. 1992). Moreover, evidence as to 
any unexpected benefits must be "clear and convincing" In re Lohr, 137 USPQ 548 
(CCPA 1963), and be of a scope reasonably commensurate with the scope of the 
subject matter claimed. In re Under, 173 USPQ 356 (CCPA 1972). In the instant case, 
there is no supra additive effect is seen in the instant case. Therefore, no unexpected 
effect is considered to be present herein. 

Claims 23-30, 39-40, 43-46 are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of tliis final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to San-ming Hui whose telephone number is (571) 272- 
0626. The examiner can normally be reached on Mon - Fri from 9:00 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, PhD., can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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